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Summary {#efs25534-sec-0001}
=======

In accordance with Article 6 of Regulation (EC) No 396/2005, Dow AgroSciences Denmark submitted an application to the competent national authority in the United Kingdom (evaluating Member State (EMS)) to modify the existing maximum residue levels (MRLs) for the active substance aminopyralid in certain cereals: barley, oats, rye, wheat, millet and sorghum. The EMS drafted an evaluation report in accordance with Article 8 of Regulation (EC) No 396/2005, which was submitted to the European Commission and forwarded to the European Food Safety Authority (EFSA) on 1 June 2018. To accommodate for the intended uses of aminopyralid, the EMS proposed to raise the existing MRLs for barley, oat, rye and wheat (including triticale and spelt) from 0.1 to 0.15 mg/kg; and for millet and sorghum, from the limit of quantification (LOQ) of 0.01 to 0.05 mg/kg.

EFSA assessed the application and the evaluation report as required by Article 10 of the MRL regulation.

The metabolism of aminopyralid in primary crops was investigated following a foliar application on cereals/grass crop group (wheat, grass). Additionally, studies investigating the effect of processing on the nature of aminopyralid (hydrolysis studies) demonstrated that the active substance is stable under standard hydrolysis conditions. In rotational crops, the major residue identified was the parent compound.

Based on the metabolic pattern identified in metabolism studies and the standard hydrolysis studies, the peer review derived residue definitions for monitoring and risk assessment, i.e. 'sum of aminopyralid and its conjugates expressed as aminopyralid'; these residue definitions are considered valid in the framework of the current MRL application and are applicable to primary crops, rotational crops and processed products. It is noted that current residue definition reported in Regulation (EC) No 396/2005 does not include the conjugates and is limited to aminopyralid only. It is, however, expected that the residue definition will be reconsidered in the upcoming review of the existing MRLs, taking into account the recommended residue definition derived in the peer review.

The available residue trials are sufficient to derive MRL proposals of 0.15 mg/kg for barley, oat and rye and of 0.05 mg/kg for millet and sorghum. The MRL proposals were derived based on the extended residue definition including also aminopyralid conjugates, thus are likely to be higher than required for the current residue definition established in Regulation (EC) No 396/2005.

Sufficiently validated analytical methods based on high‐performance liquid chromatography with tandem mass spectrometry (HPLC--MS/MS) are available to quantify residues in the crops assessed in this application according to the enforcement residue definition, including the conjugates. The methods enable quantification of residues at or above 0.01 mg/kg in the crops assessed (LOQ).

A limited number of processing studies are available which allow deriving indicative processing factors (PF) for different processed products derived from barley and wheat. The processing factor of 2.4 for wheat bran, which is based on a sufficient number of studies, is recommended to be included in Annex VI of Regulation (EC) No 396/2005.

The occurrence of aminopyralid residues in rotational crops was investigated in the framework of the European Union (EU) pesticides peer‐review and further information has been made available in the current MRL application. Based on the available information, EFSA could not exclude that the use of aminopyralid according to the proposed good agricultural practice (GAP) will result in quantifiable residues in rotational corps. Therefore, Member States should consider the need to set specific risk mitigation measures to avoid the presence of aminopyralid residues in rotational crops.

As the crops under consideration and their by‐products are used as feed products, a potential carry‐over into food of animal origin was assessed. However, since the contribution of aminopyralid residues in the crops under consideration in this MRL application to the total livestock exposure did not have a significant impact on the overall dietary burden for livestock, a modification of the existing MRLs for commodities of animal origin was considered unnecessary.

For performing the consumer risk assessment, the estimated consumers exposures were compared with the toxicological reference values derived for aminopyralid. The toxicological profile of aminopyralid was assessed in the framework of the EU pesticides peer review under Regulation (EC) No 1107/2009 and the data were sufficient to derive an acceptable daily intake (ADI) of 0.26 mg/kg body weight (bw) per day and an acute reference dose (ARfD) of 0.26 mg/kg bw.

The consumer risk assessment was performed with revision 2 of the EFSA Pesticide Residues Intake Model (PRIMo). The estimated long‐term intake accounted for less than 1% of the ADI (Dutch children) and the contribution of the residues in cereals to the total exposure accounting for a maximum of 0.07% (rye, Danish children). The expected short‐term intake of aminopyralid residues in the crops assessed under this application accounted for less than 1% of the ARfD.

EFSA concluded that the intended uses of aminopyralid on cereals will not result in a consumer exposure exceeding the toxicological reference values and therefore are unlikely to pose a health risk to consumers.

Full details of all endpoints and the consumer risk assessment can be found in Appendices [B](#efs25534-sec-1002){ref-type="sec"}--[D](#efs25534-sec-1004){ref-type="sec"}.

EFSA proposes to amend the existing MRLs as reported in the summary table below. Code[a](#efs25534-note-1006){ref-type="fn"}CommodityExisting EU MRL (mg/kg)Proposed EU MRL (mg/kg)Comment/Justification**Enforcement residue definition:** Aminopyralid (under Regulation (EC) No 396/2005)0500010Barley0.10.15Residues trials supporting the NEU and SEU intended uses performed on barley and according to the risk assessment residue definition[b](#efs25534-note-1007){ref-type="fn"} No risk to consumers identified0500040Millet0.01[\*](#efs25534-note-1005){ref-type="fn"}0.05MRL was derived from residues trials in maize (NEU and SEU)[b](#efs25534-note-1007){ref-type="fn"} by extrapolation to millet No risk to consumers identified0500050Oats0.1[Option 1:]{.ul} no change (0.1) or [Option 2:]{.ul} 0.15Two MRL proposals were derived by EFSA for further risk management consideration: Option 1: MRL derived by extrapolation from residue trials in wheat [b](#efs25534-note-1007){ref-type="fn"} which did not provide evidence that the existing MRL has to be modified. Option 2: MRL was derived by extrapolation from residue trials in barley.[b](#efs25534-note-1007){ref-type="fn"} Both extrapolation options are in accordance with the EU guidance. No risk to consumers identified has been identified0500070Rye0.1[Option 1:]{.ul} no change (0.1) or [Option 2:]{.ul} 0.15Two MRL proposals were derived by EFSA for further risk management consideration: Option 1: MRL derived by extrapolation from residue trials in wheat [b](#efs25534-note-1007){ref-type="fn"} which did not provide evidence that the existing MRL has to be modified. Option 2: MRL was derived by extrapolation from residue trials in barley.[b](#efs25534-note-1007){ref-type="fn"} Both extrapolation options are in accordance with the EU guidance. No risk to consumers identified has been identified0500080Sorghum0.01[\*](#efs25534-note-1005){ref-type="fn"}0.05MRL was derived from residues trials in maize (NEU and SEU)[b](#efs25534-note-1007){ref-type="fn"} by extrapolation to sorghum. No risk to consumers has been identified0500090Wheat0.1No changeResidues trials[b](#efs25534-note-1007){ref-type="fn"} supporting the NEU and SEU intended uses in wheat suggested an MRL of 0.04 mg/kg; therefore, it is deemed unnecessary to modify the existing MRL[^1][^2][^3][^4]

Assessment {#efs25534-sec-0003}
==========

The European Food Safety Authority (EFSA) received an application to modify the existing maximum residue levels (MRLs) for certain cereals. The detailed description of the intended uses of aminopyralid which are the basis for the current MRL application is reported in Appendix [A](#efs25534-sec-1001){ref-type="sec"}.

Aminopyralid is the ISO common name for 4‐amino‐3,6‐dichloropyridine‐2‐carboxylic acid (IUPAC). The chemical structure of the active substance is reported in Appendix [E](#efs25534-sec-1005){ref-type="sec"}.

Aminopyralid was evaluated in the framework of Directive 91/414/EEC[1](#efs25534-note-1008){ref-type="fn"} with the United Kingdom designated as rapporteur Member State (RMS); the representative use assessed was the use on grassland (application in spring and summer). The draft assessment report (DAR) prepared by the RMS has been peer reviewed by EFSA ([2013b](#efs25534-bib-0003){ref-type="ref"}). On 1 January 2015, aminopyralid was approved in accordance with the provisions of Regulation (EC) No 1107/2009[2](#efs25534-note-1009){ref-type="fn"} for being used as a herbicide.

The European Union (EU) MRLs for aminopyralid are established in Annex III of Regulation (EC) No 396/2005[3](#efs25534-note-1010){ref-type="fn"}. The review of existing MRLs according to Article 12 of Regulation (EC) No 396/2005 (MRL review) has not yet been initiated. EFSA has previously issued several reasoned opinions on the modification of MRLs for aminopyralid which have been considered in the MRL legislation.[4](#efs25534-note-1011){ref-type="fn"} In 2014, certain Codex MRLs (CXLs) established by Codex Alimentarius Commission (CAC) have been taken over in the EU legislation.

In accordance with Article 6 of Regulation (EC) No 396/2005, Dow AgroSciences Denmark submitted an application to the competent national authority in the United Kingdom (evaluating Member State (EMS)) to modify the existing maximum residue levels (MRLs) for aminopyralid in various crops: barley, oats, rye, wheat, millet and sorghum. The EMS drafted an evaluation report in accordance with Article 8 of Regulation (EC) No 396/2005, which was submitted to the European Commission and forwarded to EFSA on 1 June 2018. To accommodate for the intended uses of aminopyralid, the EMS proposed to raise the existing MRLs for barley, oat, rye and wheat (including triticale and spelt) from 0.1 to 0.15 mg/kg; and for millet and sorghum, from the limit of quantification (LOQ) of 0.01 to 0.05 mg/kg.

EFSA based its assessment on the evaluation report submitted by the EMS (United Kingdom, [2017](#efs25534-bib-0024){ref-type="ref"}), the DAR (and its addendum) (United Kingdom, [2006](#efs25534-bib-0022){ref-type="ref"}, [2013](#efs25534-bib-0023){ref-type="ref"}) prepared under Council Directive 91/414/EEC, the Commission review report on aminopyralid (European Commission, [2014](#efs25534-bib-0015){ref-type="ref"}), the conclusion on the peer review of the pesticide risk assessment of the active substance aminopyralid (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"}) as well as the conclusions from previous EFSA opinions on aminopyralid (EFSA, [2012](#efs25534-bib-0001){ref-type="ref"}, [2013a](#efs25534-bib-0002){ref-type="ref"}, [2016](#efs25534-bib-0004){ref-type="ref"}).

For this application, the data requirements established in Regulation (EU) No 544/2011[5](#efs25534-note-1012){ref-type="fn"} and the guidance documents applicable at the date of submission of the application to the EMS are applicable (European Commission, [1997a](#efs25534-bib-0005){ref-type="ref"},[b](#efs25534-bib-0006){ref-type="ref"},[c](#efs25534-bib-0007){ref-type="ref"},[d](#efs25534-bib-0008){ref-type="ref"},[e](#efs25534-bib-0009){ref-type="ref"},[f](#efs25534-bib-0010){ref-type="ref"},[g](#efs25534-bib-0011){ref-type="ref"}, [2000](#efs25534-bib-0012){ref-type="ref"}, [2010a](#efs25534-bib-0013){ref-type="ref"},[b](#efs25534-bib-0014){ref-type="ref"}, [2017](#efs25534-bib-0016){ref-type="ref"}; OECD, [2011](#efs25534-bib-0020){ref-type="ref"}, [2013](#efs25534-bib-0021){ref-type="ref"}). The assessment is performed in accordance with the legal provisions of the Uniform Principles for the Evaluation and the Authorisation of Plant Protection Products adopted by Commission Regulation (EU) No 546/2011[6](#efs25534-note-1013){ref-type="fn"}.

As the review of the existing MRLs under Article 12 of Regulation 396/2005 is not yet finalised, the conclusions reported in this reasoned opinion may need to be reconsidered in the light of the outcome of the MRL review.

A selected list of end points of the studies assessed by EFSA in the framework of this MRL application including the end points of relevant studies assessed previously, submitted in support of the current MRL application, are presented in Appendix [B](#efs25534-sec-1002){ref-type="sec"}.

The evaluation report submitted by the EMS (United Kingdom, [2017](#efs25534-bib-0024){ref-type="ref"}) and the exposure calculations using the EFSA Pesticide Residues Intake Model (PRIMo) are considered as supporting documents to this reasoned opinion and, thus, are made publicly available as background documents to this reasoned opinion.

1. Residues in plants {#efs25534-sec-0004}
=====================

1.1. Nature of residues and methods of analysis in plants {#efs25534-sec-0005}
---------------------------------------------------------

### 1.1.1. Nature of residues in primary crops {#efs25534-sec-0006}

The metabolism of aminopyralid in primary crops (foliar application on wheat and grass) was assessed in the framework of the peer review under Regulation (EC) No 1107/2009 (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"}). The major part of the extracted radioactivity was composed of the free and conjugated form of aminopyralid. Furthermore, a metabolism study on oilseed rape has been assessed in an EFSA reasoned opinion (EFSA, [2012](#efs25534-bib-0001){ref-type="ref"}). The results of this metabolism study are comparable with the results of the previously assessed studies in cereals and grass.

For the uses in cereals, EFSA concludes that the metabolism of aminopyralid is sufficiently addressed.

### 1.1.2. Nature of residues in rotational crops {#efs25534-sec-0007}

Cereals can be grown in rotation with other plants and since the maximum DT~90~ value measured in soil degradation filed studies exceeded the trigger value of 100 days (DT~90~ aminopyrald: 116 days (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"})), the possible occurrence of residues in succeeding crops resulting from the use on primary crops has to be assessed as required according to the applicable EU guidance document (European Commission, [1997c](#efs25534-bib-0007){ref-type="ref"}).

Studies on the nature and magnitude of aminopyralid residues in rotational crops were assessed in the framework of the peer review where it was concluded that the residue definitions set for primary crops are also applicable to rotational crops (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"}).

### 1.1.3. Nature of residues in processed commodities {#efs25534-sec-0008}

The effect of processing on the nature and magnitude of aminopyralid residues in cereals has not been previously investigated. Considering that the expected exposure exceeds the trigger value defined in the EU guidance document (i.e. residue in the raw agricultural commodity (RAC) assessed is greater than 0.1 mg/kg), a standard hydrolysis study simulating the processing conditions of pasteurization, boiling, brewing, baking and sterilization has been submitted in the framework of the current application (United Kingdom, [2017](#efs25534-bib-0024){ref-type="ref"}). The results of the study suggest that aminopyralid is stable under standard processing conditions.

### 1.1.4. Methods of analysis in plants {#efs25534-sec-0009}

The peer review under Regulation (EC) No 1107/2009 concluded that a sufficiently validated analytical method based on liquid chromatography with tandem mass spectrometry (LC--MS/MS) quantification is available to quantify residues of aminopyralid and its conjugates (measured as aminopyralid) in high water, high acid, high oil content and dry commodities with a LOQ of 0.01 mg/kg (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"}). The method includes hydrolytic conditions that release free aminopyralid from its conjugates.

### 1.1.5. Stability of residues in plants {#efs25534-sec-0010}

The stability of aminopyralid residues in plant matrices under storage conditions prior to analysis was assessed during the peer‐review process under Regulation (EC) No 1107/2009. Residues of aminopyralid were found to be stable in high water content commodities (forage, grass) and dry/starch matrices (wheat grain, wheat straw and wheat hay) at −20°C for at least 16 months (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"}).

### 1.1.6. Proposed residue definitions {#efs25534-sec-0011}

Considering the results of metabolism studies (primary and rotational crop studies), the results of hydrolysis studies and the capabilities of enforcement analytical methods, the peer review proposed the following residue definitions for enforcement and risk assessment: 'sum of aminopyralid and its conjugates expressed as aminopyralid'.

These residue definitions are also appropriate for the crops assessed in the framework of this application.

It is noted that the existing residue definition set in Regulation (EC) No 396/2005 is different as it comprises the parent compound only. It is expected that in the framework of the MRL review the residue definition for enforcement will be reconsidered, taking into account the residue definition derived in the peer review process.

1.2. Magnitude of residues in plants {#efs25534-sec-0012}
------------------------------------

### 1.2.1. Magnitude of residues in primary crops {#efs25534-sec-0013}

In support of the MRL application, 25 good agricultural practice (GAP)‐compliant residue trials conducted on barley and 36 GAP‐compliant residue trials conducted on wheat in both northern Europe (NEU) and southern Europe (SEU) were submitted. The samples were analysed with a method that measures the sum of aminopyralid and its conjugate, which was according to the EMS sufficiently validated.

As the samples of the residue trials were stored for a maximum period of 15 months under conditions for which integrity of the samples was demonstrated, it is concluded that the residue data are valid with regard to storage stability.

[Wheat grain:]{.ul}

In total, 36 GAP‐compliant residue trials (23 NEU trials and 13 SEU trials) were submitted in support of the MRL application. Since the statistical assessment (Mann--Whitney (U‐test)) demonstrated that the NEU and SEU data belong to a similar population, the data sets were merged to calculate the MRL proposal for wheat.[7](#efs25534-note-1014){ref-type="fn"}

[Barley grain:]{.ul}

In total, 25 GAP--compliant residue trials (15 NEU trials and 10 SEU trials) were submitted in support of the MRL application. Since the statistical assessment (Mann--Whitney (U‐test)) demonstrated that the NEU and SEU data belong to a similar population, the data sets were merged to calculate the MRL proposal for barley.[8](#efs25534-note-1015){ref-type="fn"}

[Oats and rye grain:]{.ul}

No specific residue trials in oats or rye are available. However, MRL proposals can be derived by extrapolation. According to the EU extrapolation rules (European Commission, [2017](#efs25534-bib-0016){ref-type="ref"}), extrapolation from wheat grain to oats and rye is possible; alternatively, residue trials in barley could be used as well to derive a MRL proposal for oats and rye grain. Thus, EFSA derived to MRL proposals for further risk management consideration.

[Maize, sorghum and millet:]{.ul}

As regards the MRL application for millet and sorghum, the applicant proposed to derive the MRL proposal by extrapolation from maize, which is acceptable according to the EU extrapolation rules. The data set for maize has been assessed previously in an EFSA reasoned opinion (EFSA, [2016](#efs25534-bib-0004){ref-type="ref"}; Hungary, [2016](#efs25534-bib-0019){ref-type="ref"}). EFSA has re‐assessed the residue data in maize and concluded that the data were appropriate for deriving a MRL proposal and risk assessment input values for millet and sorghum.

[Wheat straw:]{.ul}

In total, 36 GAP‐compliant residue trials (23 NEU trials and 13 SEU trials) where residues in wheat straw were analysed have been submitted. Since the statistical assessment (Mann--Whitney (U‐test)) demonstrated that the NEU and SEU data belong to a similar population, the data sets were merged for deriving risk assessment input values for assessing the contribution of wheat straw to the animal dietary burden.[8](#efs25534-note-1015){ref-type="fn"}

[Barley straw:]{.ul}

In total, 25 GAP‐compliant residue trials (15 NEU trials and 10 SEU trials) where residues in barley straw were analysed have been submitted. Since the statistical assessment (Mann--Whitney (U‐test)) demonstrated that the NEU and SEU data belong to a similar population, the data sets were merged for deriving risk assessment input values for assessing the contribution of barley straw to the animal dietary burden.[8](#efs25534-note-1015){ref-type="fn"}

A summary of the available residue trials including residue values for MRL setting, for risk assessment and for animal intake exposure calculations is available in Appendix [B](#efs25534-sec-1002){ref-type="sec"}, Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"}.

### 1.2.2. Magnitude of residues in rotational crops {#efs25534-sec-0014}

Studies on the magnitude of aminopyralid residues in rotational crops were assessed in the framework of the peer review. After application of 10 g/ha, leafy (lettuce), root (turnip) and cereal (wheat) crops were planted at two plant‐back intervals (PBI) of 90 and 120 days. Significant residues were not observed in the mature edible parts of the plants. The study did not investigate the 30‐day PBI scenario which is relevant for crop failure. Therefore, further rotational crop data covering the rotational crop scenario covering the PBI of 30 days has been considered necessary. In addition, it was noted that the application rate tested in the rotational crop study did not cover the representative use assessed in the peer review. Thus, it was requested to perform studies with an application rate reflecting the critical representative use (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"}).

With the current application, a new confined rotational crop study has been submitted. Lettuce, turnips and sorghum were planted 30, 120 and 365 days after the application of 63.9 g/ha of aminopyralid in bare soil. Due to phytotoxic effects, lettuce did not grow at the tested plant back intervals of 30, 120 or 180 days; thus, the study design was modified, replacing lettuce with mustard, which was planted at PBI 300 and 365 days. Residues in green mustard (mature and immature) were found at 0.024--0.027 mg eq/kg at PBI 300 days and 0.084--0.088 mg/kg at PBI 365 days. Residues of aminopyralid were determined in turnip leaves at 0.270 mg eq/kg and 0.334 mg eq/kg at PBI 30 and 120 days, respectively, and 0.038 mg eq/kg and 0.034 mg eq/kg at PBI 30 and 120 days, respectively, in turnip roots. In wheat (forage, straw, hay and grain), the highest residues found in all crop products at 120 days PBI (0.095 mg eq/kg in wheat forage; 0.658 mg eq/kg in wheat hay; 0.555 mg eq/kg in wheat straw; 0.033 mg eq/kg in wheat grain). The level of details reported in the ER (United Kingdom, [2017](#efs25534-bib-0024){ref-type="ref"}) was limited. For example, information regarding the characterization of the residues of aminopyralid in rotated crops was considered insufficient to draw a robust conclusion. However, considering that this study is overdosed in comparison with the GAPs under assessment by a factor of 6 (6N rate), it is concluded that this study gives an indication that residues in crops growing in rotational may occur at more than 0.01 mg/kg if the application is performed following the GAPs under assessment.

Based on the available information on the nature and magnitude of the residues, EFSA concludes that the occurrence of residues in rotational crops cannot be fully excluded. Thus, it is recommended that Member States should consider the need of defining plant back restrictions when granting authorizations for the use of aminopyralid in crops assessed under this application. Alternatively, an application for setting MRLs for rotational crops might be considered appropriate.

### 1.2.3. Magnitude of residues in processed commodities {#efs25534-sec-0015}

Two processing studies were submitted in the framework of the current application which allow deriving indicative processing factor for processed wheat products and for certain fractions of brewery process (see Appendix [B.1.2.3](#efs25534-sec-0029){ref-type="sec"}). A sufficiently robust processing factor of 2.4 was obtained for wheat bran which is recommended to be included in Annex VI of Regulation (EC) No 396/2005. This value has been used for the dietary burden calculations of livestock (see Appendix [D](#efs25534-sec-1004){ref-type="sec"}).

### 1.2.4. Proposed MRLs {#efs25534-sec-0016}

The MRL proposals are based on residue trials analysed with an analytical method that covers also the conjugates of aminopyralid. Thus, the results are likely to be higher than required for the current residue definition established in Regulation (EC) No 396/2005, which comprises only parent aminopyralid. In Appendix [B](#efs25534-sec-1002){ref-type="sec"}, Section [B.4](#efs25534-sec-0035){ref-type="sec"} of the current reasoned opinion, more information on the recommend MRLs is presented.

2. Residues in livestock {#efs25534-sec-0017}
========================

As the crops under assessment and their by‐products are normally fed to livestock, the magnitude of aminopyralid residues in livestock was assessed in the framework of this application.

The nature of residues in livestock was assessed previously (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"}); for animal products it was agreed to set the residue definitions for risk assessment and enforcement purpose as the parent compound.

EFSA has updated the previous dietary burden calculation for livestock (EFSA, [2016](#efs25534-bib-0004){ref-type="ref"}) by using the animal model 2017 (OECD, [2013](#efs25534-bib-0021){ref-type="ref"}) and considering the expected residue levels resulting from the intended uses of aminopyralid on cereals assessed in the current application. The input values used for the animal intake calculations are reported in Appendix [D](#efs25534-sec-1004){ref-type="sec"}. The results of the updated animal dietary intake estimation are reported in Appendix [B.2](#efs25534-sec-0030){ref-type="sec"}. The maximum dietary burden was 16.20 mg/kg (dry matter (DM)) for ruminants, being ram/ewe the most critical diet; for swine, 3.5 mg/kg (DM) and less than 0.1 mg/kg (DM) for poultry (poultry layer).

The existing EU MRLs for animal products (mammals) are Codex MRLs (CXLs) that were taken over in the EU MRL legislation by Regulation (EU) No 36/2014.[9](#efs25534-note-1016){ref-type="fn"} ^,^ [10](#efs25534-note-1017){ref-type="fn"} These CXLs were derived from feeding studies based on the dietary burden calculated at international level by JMPR that was significantly higher than the dietary burden calculated for the EU zone (maximum dietary burden for ruminants: 103 mg/kg DM, pigs: 7.2 mg/kg DM). For poultry, the existing EU MRLs are higher than the CXLs which were derived based on a dietary burden calculation of JMPR which was also significantly higher than the result obtained by EFSA in the updated dietary burden calculation (i.e. 10.4 mg/kg DM (FAO, [2006](#efs25534-bib-0017){ref-type="ref"})).

Thus, overall, EFSA concludes that a modification of the existing MRLs for commodities of animal origin is not necessary.

3. Consumer risk assessment {#efs25534-sec-0018}
===========================

The toxicological profile of the active substance aminopyralid was assessed in the framework of the peer review under Regulation (EC) No 1107/2009 (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"}; European Commission, [2014](#efs25534-bib-0015){ref-type="ref"}). The following toxicological reference values were derived: acute reference dose (ARfD) 0.26 mg/kg body weight (bw) and acceptable daily intake (ADI) 0.26 mg/kg bw per day.

For performing the consumer risk assessment, the consumer exposure was estimated using EFSA PRIMo rev. 2. The calculated exposure was then compared with the toxicological reference values derived for aminopyralid.

For the calculation of the chronic exposure, EFSA used the supervised trials median residue (STMR) derived from the residue trials on the cereals assessed in the framework of this MRL application, the STMR derived for rape seeds and maize from previous EFSA reasoned opinions (EFSA, [2013a](#efs25534-bib-0002){ref-type="ref"}, [2016](#efs25534-bib-0004){ref-type="ref"}) and the existing MRLs set in Regulation (EU) 2017/171[11](#efs25534-note-1018){ref-type="fn"}.

The acute exposure assessment was performed only with regard to the commodities assessed under the current MRL application in accordance with the internationally agreed methodology assuming the consumption of a large portion of the food item as reported in the national food surveys and that these items contained residues at the STMR level as observed in supervised field trials. The input values used for the dietary exposure calculation are summarised in Appendix [D](#efs25534-sec-1004){ref-type="sec"}, Table [D.2](#efs25534-sec-0038){ref-type="sec"}.

No long‐term consumer intake concerns were identified for any of the European diets incorporated in the EFSA PRIMo. The calculated total chronic intake accounted for less than 1% of the ADI (Dutch children diet) and the highest contributor of the residues in cereals under assessment to the total exposure accounting for a maximum of 0.07% (rye, Danish children diet).

No acute consumer risk was identified in relation to the MRL proposals for cereals, the highest calculated acute exposure being less than 1% of the ARfD. Further information on the results of the consumer risk assessment are available in Appendix [B](#efs25534-sec-1002){ref-type="sec"}, Section [B.3](#efs25534-sec-0034){ref-type="sec"}.

EFSA concludes that the proposed use of aminopyralid on cereals will not result in a consumer exposure exceeding the toxicological reference values and therefore is unlikely to pose a health risk to consumers.

4. Conclusion and Recommendations {#efs25534-sec-0019}
=================================

The data submitted in support of this MRL application were found to be sufficient to derive MRL proposals for barley, oats, rye, millet, sorghum and wheat.

The MRL proposals are based on residue trials analysed with an analytical method that covers also the conjugates of aminopyralid. Thus, the results are likely to be higher than required for the current residue definition established in Regulation (EC) No 396/2005, which comprises only parent aminopyralid. EFSA is of the opinion that this deviation is acceptable, taking into account that the MRL review under Article 12 of the MRL regulation will be initiated soon and it is likely that the MRL recommendations will be aligned with the proposed residue definition derived in the peer review (sum of aminopyralid and its conjugates, expressed as aminopyralid). In previous MRL applications, a similar approach was agreed by risk managers, accepting to set the MRLs for rape seeds and maize, based on residue trials where the residue concentration measured was the sum of aminopyralid and its conjugates, expressed as aminopyralid (EFSA, [2012](#efs25534-bib-0001){ref-type="ref"}, [2016](#efs25534-bib-0004){ref-type="ref"}).

EFSA concludes that the intended uses of aminopyralid on cereals will not result in a consumer exposure exceeding the toxicological reference values and therefore are unlikely to pose a concern for public health.

The MRL recommendations are summarised in Appendix [B](#efs25534-sec-1002){ref-type="sec"}, Section [B.4](#efs25534-sec-0035){ref-type="sec"}.

Abbreviations {#efs25534-sec-0020}
=============

a.s.active substanceADIacceptable daily intakeARapplied radioactivityARfDacute reference doseBBCHgrowth stages of mono‐ and dicotyledonous plantsbwbody weightCACCodex Alimentarius CommissionCASChemical Abstract ServiceCFconversion factor for enforcement to risk assessment residue definitionCXLCodex maximum residue limitDARdraft assessment reportDATdays after treatmentDMdry matterDT~90~period required for 90% dissipation (define method of estimation)ECemulsifiable concentrateEMSevaluating Member Stateeqresidue expressed as a.s. equivalentFAOFood and Agriculture Organization of the United NationsGAPGood Agricultural PracticeHPLC--MS/MShigh‐performance liquid chromatography with tandem mass spectrometryHRhighest residueIEDIinternational estimated daily intakeIESTIinternational estimated short‐term intakeInChiKeyInternational Chemical Identifier KeyISOInternational Organisation for StandardisationIUPACInternational Union of Pure and Applied ChemistryJMPRJoint FAO/WHO Meeting on Pesticide ResiduesLC--MS/MSliquid chromatography with tandem mass spectrometryLOQlimit of quantificationMRLmaximum residue levelNEUnorthern EuropeOECDOrganisation for Economic Co‐operation and DevelopmentPBIplant‐back intervalPFprocessing factorPHIpreharvest intervalPRIMo(EFSA) Pesticide Residues Intake ModelRArisk assessmentRACraw agricultural commodityRDresidue definitionRMSrapporteur Member StateSANCODirectorate‐General for Health and ConsumersSEsuspoemulsionSEUsouthern EuropeSMILESsimplified molecular‐input line‐entry systemSTMRsupervised trials median residueTRRtotal radioactive residueWHOWorld Health Organization

Appendix A -- Summary of intended GAP triggering the amendment of existing EU MRLs {#efs25534-sec-1001}
==================================================================================

 {#efs25534-sec-0021}

Crop and/or situationNEU, SEU, MS or countryF G or I[a](#efs25534-note-1020){ref-type="fn"}Pests or group of pests controlledPreparationApplicationApplication rate per treatmentPHI (days)[d](#efs25534-note-1023){ref-type="fn"}RemarksType[b](#efs25534-note-1021){ref-type="fn"}Conc a.s.Method kindRange of growth stages & season[c](#efs25534-note-1022){ref-type="fn"}Number min--maxInterval between appl. (min)g a.s./hL min--maxWater L/ha min--maxRateUnitWinter cereals (wheat, triticale, rye, barley, oat)NEU (Denmark, Sweden, Norway, Finland, Lithuania, Latvia, Estonia, Czech Rep., Hungary, Poland, Romania, Slovakia, Slovenia)FBroadleaf weedsSE300 g/LOverall, Broadcast foliar sprayBBCH 21--32 (1 Feb--31 May)1na3.33--10100--30010g a.s./hanaWinter cereals (wheat, triticale, rye, barley, oat)SEU (Bulgaria, Greece)FBroadleaf weedsSE300 g/LOverall, Broadcast foliar sprayBBCH 21--32 (1 Feb--31st May)1na3.33--10100--30010g a.s./hanaSpring cereal (wheat, triticale, rye, barley, oat)NEU (Denmark, Sweden, Norway, Finland, Lithuania, Latvia, Estonia, Czech Rep., Hungary, Poland, Romania, Slovakia, Slovenia)FBroadleaf weedsSE300 g/LOverall, Broadcast foliar sprayBBCH 13--32 (1 March--31 May)1na2.5--7.5100--3007.5g a.s./hanaSpring cereal (wheat, triticale, rye, barley, oat)SEU (Bulgaria, Greece)FBroadleaf weedsSE300 g/LOverall, Broadcast foliar sprayBBCH 21--32 (1 Feb--31 May)1na2.5--7.5100--3007.5g a.s./hanaMaize[e](#efs25534-note-1024){ref-type="fn"}, Millet SorghumNEU (Hungary, Romania)FBroadleaf weedsSE300 g/LOverall, Broadcast foliar sprayBBCH 12--16 April--June1na5--10100--40010g a.s./haNot relevantMaize[e](#efs25534-note-1024){ref-type="fn"}, Millet SorghumSEU (Bulgaria, Greece)FBroadleaf weedsSE300 g/LOverall, Broadcast foliar sprayBBCH 12--16 April--June1na2.5--5200--40010g a.s./haNot relevantMaize[e](#efs25534-note-1024){ref-type="fn"}, Millet Sorghum(Hungary, Romania)FBroadleaf weedsSE11.8 g/LTractor mounted broadcast sprayBBCH 12--16 April--June1na1.475--11.8100--4005.9--11.8g a.s./haNot relevant[^5][^6][^7][^8][^9][^10]

Appendix B -- List of end points {#efs25534-sec-1002}
================================

B.1.. Residues in plants {#efs25534-sec-0022}
------------------------

### B.1.1.. Nature of residues and methods of analysis in plants {#efs25534-sec-0023}

#### B.1.1.1.. Metabolism studies, methods of analysis and residue definitions in plants {#efs25534-sec-0024}

Primary crops (available studies)Crop groupsCrop(s)Application(s)Sampling (DAT)Comment/sourceCereals/grassGrassSpray, 1× 360 g/ha, 12‐14 cm high0, 7, 14, 21, 42Three varieties of grass ^14^C‐aminopyralid labelled in positions 2 and 6 of the pyridine ring EFSA ([2013b](#efs25534-bib-0003){ref-type="ref"})Cereals/grassWheatSpray, 1× 40 and 80 g/ha, BBCH 26‐280, 14, 35, 86Three varieties of grass ^14^C‐aminopyralid labelled in positions 2 and 6 of the pyridine ring EFSA ([2013b](#efs25534-bib-0003){ref-type="ref"})Pulses/OilseedsOilseed rapeSpray, 1× 14 g/ha, BBCH 5128, 62Not peer‐reviewed study EFSA ([2012](#efs25534-bib-0001){ref-type="ref"})Rotational crops (available studies)Crop groupsCrop(s)Application(s)PBI (DAT)Comment/sourceRoot/tuber cropsTurnip10 g/ha90, 120EFSA ([2013b](#efs25534-bib-0003){ref-type="ref"})Root/tuber cropsTurnip63.9 g/ha30, 120, 365^14^C‐aminopyralid labelled in the pyridine ring United Kingdom ([2017](#efs25534-bib-0024){ref-type="ref"})Leafy cropsLettuce10 g/ha90, 120EFSA ([2013b](#efs25534-bib-0003){ref-type="ref"})Leafy cropsLettuce63.9 g/ha30, 120, 180^14^C‐aminopyralid labelled in the pyridine ring Lettuce was planted at 30, 120, 180 PBI; however, crop failure does not allow to determine residues immature and immature lettuce United Kingdom ([2017](#efs25534-bib-0024){ref-type="ref"})Leafy cropsMustardMustard300, 365^14^C‐aminopyralid labelled in the pyridine ring United Kingdom ([2017](#efs25534-bib-0024){ref-type="ref"})Cereal (small grain)Sorghum10 g/ha90, 120EFSA ([2013b](#efs25534-bib-0003){ref-type="ref"})Cereal (small grain)Wheat63.9 g/ha30, 120, 365^14^C‐aminopyralid labelled in the pyridine ring United Kingdom ([2017](#efs25534-bib-0024){ref-type="ref"})Other--------Processed commodities (hydrolysis study)ConditionsStable?Comment/sourcePasteurisation (20 min, 90°C, pH 4)YesUnited Kingdom ([2017](#efs25534-bib-0024){ref-type="ref"})Baking, brewing and boiling (60 min, 100°C, pH 5)YesUnited Kingdom ([2017](#efs25534-bib-0024){ref-type="ref"})Sterilisation (20 min, 120°C, pH 6)YesUnited Kingdom ([2017](#efs25534-bib-0024){ref-type="ref"})Other processing conditions----

![](EFS2-17-e05534-g002.jpg "image")

#### B.1.1.2.. Stability of residues in plants {#efs25534-sec-0025}

Plant products (available studies)CategoryCommodityT (°C)Stability periodCompounds coveredComment/sourceValueUnitHigh water contentWheat forage Grass−2016MonthsAminopyralidEFSA ([2013b](#efs25534-bib-0003){ref-type="ref"})Dry/High starchWheat grain Wheat straw Wheat hay−2016MonthsAminopyralidEFSA ([2013b](#efs25534-bib-0003){ref-type="ref"})

### B.1.2.. Magnitude of residues in plants {#efs25534-sec-0026}

#### B.1.2.1.. Summary of residues data from the supervised residue trials {#efs25534-sec-0027}

CommodityRegion/indoor[a](#efs25534-note-1026){ref-type="fn"}Residue levels observed in the supervised residue trials (mg/kg)Comments/sourceCalculated MRL (mg/kg)HR[b](#efs25534-note-1027){ref-type="fn"} (mg/kg)STMR[c](#efs25534-note-1028){ref-type="fn"} (mg/kg)CF[d](#efs25534-note-1029){ref-type="fn"}Wheat grainNEU**Mo: --** **RA:** 12 × \< 0.01, 5 × 0.01, 4 × 0.02, 0.03, 0.04Residue trials on wheat compliant with NEU GAP Calculated MRL based on results for risk assessment residue definition0.040.040.02--Wheat grainSEU**Mo: --** **RA:** 7 × \< 0.01, 5 × 0.01, 0.02Residue trials on wheat compliant with SEU GAP Calculated MRL based on results for risk assessment residue definition0.040.020.01--Wheat grain Oats grain (option 1), Rye grain (option 1)NEU + SEU**Mo: --** **RA:** 19 × \< 0.01, 10 × 0.01, 5 × 0.02, 0.03, 0.04Combination of NEU and SEU data sets; population was demonstrated to be similar (Mann--Whitney (U‐test))MRL for wheat derived from the residue trials in wheat. Calculated MRL based on results for risk assessment residue definitionAccording to EU guidance document, residue trials in wheat grain (application before BBCH 51) can be used by extrapolation to derive MRL for barley, oat and rye. See also below assessment of trials in barley grain**0.040.040.01**--Barley grainNEU**Mo: --** **RA:** \< 0.01, 0.02, 4 × 0.03, 2 × 0.04, 4 × 0.05, 0.06, 2 × 0.08Residue trials on barley compliant with NEU GAP.Calculated MRL based on results for risk assessment residue definition0.150.080.04--Barley grainSEU**Mo: --** **RA:** 1 × \< 0.01, 2 × 0.02, 0.03, 2 × 0.04, 2 × 0.06, 2 × 0.09Residue trials on barley compliant with SEU GAP Calculated MRL based on results for risk assessment residue definition0.150.090.04--Barley grain, Oats grain (option 2), Rye grain (option 2)NEU + SEU**Mo: --** **RA:** 2 × \< 0.01, 3 × 0.02, 5 × 0.03, 4 × 0.04, 4 × 0.05, 3 × 0.06, 2 × 0.08, 2 × 0.09Combination of NEU and SEU data sets since population was demonstrated to be similar following the Mann--Whitney (U‐test) Calculated MRL based on results for risk assessment residue definition According to EU guidance document, residue trials in barley grain (application before BBCH 51) can be used by extrapolation to derive MRL for oat and rye. See also below assessment of trials in wheat grain**0.150.090.04**--Sorghum, millet grainNEU**Mo: --** **RA:** 8 × \< 0.01, 2 × \< [0.01]{.ul}, [0.01]{.ul}, [0.04]{.ul}Residues trials on maize according to the intended GAP were previously validated (EFSA, [2016](#efs25534-bib-0004){ref-type="ref"}). Calculated MRL based on results for risk assessment residue definition0.040.040.01--Sorghum, millet grainSEU**Mo: --** **RA:** 8 × \< 0.01Residues trials on maize according to the intended GAP were previously validated (EFSA, [2016](#efs25534-bib-0004){ref-type="ref"}). Calculated MRL based on results for risk assessment residue definition0.010.010.01--Sorghum, millet grainNEU + SEU**Mo: --** **RA:** 16 × \< 0.01, 2 × \< [0.01]{.ul}, [0.01]{.ul}, [0.04]{.ul}Combination of NEU and SEU data sets since populations were demonstrated to be similar following the Mann--Whitney (U‐test). Calculated MRL based on results for risk assessment residue definition. Extrapolation from maize to millet and sorghum is appropriate**0.050.040.01**--Wheat strawNEU + SEU**Mo: --** **RA:** 3 × \< 0.01, 4 × 0.02, 5 × 0.03, 6 × 0.04, 5 × 0.05, 2 × 0.06, 2 × 0.07, 4 × 0.08, 0.09, 0.12, 2 × 0.13, 0.27NEU and SEU data sets for wheat straw were merged for deriving a single value to be used in dietary burden calculation The values can be extrapolated to other cereal straw. Considering that the wheat straw represents a more critical situation; this residue situation has been also applied to oats and rye straw**--**0.270.04--Barley strawNEU + SEU**Mo**: -- **RA:** 3 × 0.01, 4 × 0.02, 5 × 0.03, 5 × 0.04, 4 × 0.05, 0.06, 0.08, 0.13NEU and SEU data sets for wheat straw were merged for deriving a single value to be used in dietary burden calculation**--**0.130.04--Maize and sorghum stoverNEU + SEU**Mo: --** **RA:** 13 × \< 0.01, [\< 0.01]{.ul}, 2 × 0.01, 0.02, 2 × [0.02]{.ul}, [0.12]{.ul}NEU and SEU data sets on maize stover were merged for deriving single values to be used in dietary burden calculation Since extrapolation from maize to millet is allowed, it was considered appropriate to extrapolate from maize stover to sorghum stover**--**0.120.01--[^11][^12][^13][^14][^15][^16]

#### B.1.2.2.. Residues in rotational crops {#efs25534-sec-0028}

![](EFS2-17-e05534-g003.jpg "image")

#### B.1.2.3.. Processing factors {#efs25534-sec-0029}

Processed commodityNumber of valid studies[a](#efs25534-note-1031){ref-type="fn"}Processing factor (PF)CF~P~ [b](#efs25534-note-1032){ref-type="fn"}Comment/sourceIndividual valuesMedian PFWheat/Bran1--2.4--EFSA ([2013b](#efs25534-bib-0003){ref-type="ref"})[c](#efs25534-note-1033){ref-type="fn"}Wheat/Coarse bran1--4--United Kingdom ([2017](#efs25534-bib-0024){ref-type="ref"})Wheat/Fine bran1--1.1--United Kingdom ([2017](#efs25534-bib-0024){ref-type="ref"})Wheat/Flour1--0.2--EFSA ([2013b](#efs25534-bib-0003){ref-type="ref"})Wheat/Wholemeal flour1--1.2--United Kingdom ([2017](#efs25534-bib-0024){ref-type="ref"})Wheat/Wholemeal bread1--0.8--United Kingdom ([2017](#efs25534-bib-0024){ref-type="ref"})Barley/Brewing malt1--1.47--Tentative[d](#efs25534-note-1034){ref-type="fn"} (United Kingdom, [2017](#efs25534-bib-0024){ref-type="ref"})Barley/Spent grains1--0.75--Tentative[d](#efs25534-note-1034){ref-type="fn"} (United Kingdom, [2017](#efs25534-bib-0024){ref-type="ref"})Barley/Brewer\'s yeast1--0.31--Tentative[d](#efs25534-note-1034){ref-type="fn"} (United Kingdom, [2017](#efs25534-bib-0024){ref-type="ref"})Barley/Beer1--0.31--Tentative[d](#efs25534-note-1034){ref-type="fn"} (United Kingdom, [2017](#efs25534-bib-0024){ref-type="ref"})[^17][^18][^19][^20]

B.2.. Residues in livestock {#efs25534-sec-0030}
---------------------------

Relevant groups (subgroups)Dietary burden expressed inMost critical subgroup[a](#efs25534-note-1036){ref-type="fn"}Most critical commodity[b](#efs25534-note-1037){ref-type="fn"}Trigger exceeded (Y/N)mg/kg bw per daymg/kg DMMedianMaximumMedianMaximumCattle (all)0.1110.3942.8910.26Dairy cattleGrass forage (fresh)YCattle (dairy only)0.1110.3942.8810.26Dairy cattleGrass forage (fresh)YSheep (all)0.1510.5404.5316.20Ram/EweGrass forage (fresh)YSheep (ewe only)0.1510.5404.5316.20Ram/EweGrass forage (fresh)YSwine (all)0.0230.0801.003.45Swine (breeding)Grass silageYPoultry (all)0.0040.0050.060.08Poultry layerWheat strawNPoultry (layer only)0.0040.0050.060.08Poultry layerWheat strawNFishN/A[^21][^22][^23]

### B.2.1. Nature of residues and methods of analysis in livestock {#efs25534-sec-0031}

#### B.2.1.1.. Metabolism studies, methods of analysis and residue definitions in livestock {#efs25534-sec-0032}

Livestock (available studies)AnimalDose (mg/kg bw per day)Duration (days)Comment/sourceLaying hen11.6 mg/kg DM7Aminopyralid was almost totally extracted and the characterization of residues was not performed in any of the samples (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"})Lactating ruminants17.6 mg/kg DM6Metabolism study in lactating goat Aminopyralid was extensively extracted in faeces and urine and the characterisation of residues was only attempted in kidney where 80% TRR was identified as aminopyralid (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"})
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### B.2.2.. Magnitude of residues in livestock {#efs25534-sec-0033}

Not relevant for the current assessment.

B.3.. Consumer risk assessment {#efs25534-sec-0034}
------------------------------

![](EFS2-17-e05534-g005.jpg "image")

B.4.. Recommended MRLs {#efs25534-sec-0035}
----------------------

Code[a](#efs25534-note-1040){ref-type="fn"}CommodityExisting EU MRL (mg/kg)Proposed EU MRL (mg/kg)Comment/Justification**Enforcement residue definition:** Aminopyralid (under Regulation (EC) No 396/2005)0500010Barley0.10.15Residues trials supporting the NEU and SEU intended uses performed on barley and according to the risk assessment residue definition[b](#efs25534-note-1041){ref-type="fn"} No risk to consumers identified0500040Millet0.01[\*](#efs25534-note-1039){ref-type="fn"}0.05MRL was derived from residues trials in maize (NEU and SEU)[b](#efs25534-note-1041){ref-type="fn"} by extrapolation to millet No risk to consumers identified0500050Oats0.1[Option 1:]{.ul} no change (0.1) or [Option 2:]{.ul} 0.15Two MRL proposals were derived by EFSA for further risk management consideration: Option 1: MRL derived by extrapolation from residue trials in wheat [b](#efs25534-note-1041){ref-type="fn"} which did not provide evidence that the existing MRL has to be modified Option 2: MRL was derived by extrapolation from residue trials in barley[b](#efs25534-note-1041){ref-type="fn"} Both extrapolation options are in accordance with the EU guidance No risk to consumers identified has been identified0500070Rye0.1[Option 1:]{.ul} no change (0.1) or [Option 2:]{.ul} 0.15Two MRL proposals were derived by EFSA for further risk management consideration: Option 1: MRL derived by extrapolation from residue trials in wheat [b](#efs25534-note-1041){ref-type="fn"} which did not provide evidence that the existing MRL has to be modified Option 2: MRL was derived by extrapolation from residue trials in barley[b](#efs25534-note-1041){ref-type="fn"} Both extrapolation options are in accordance with the EU guidance No risk to consumers identified has been identified0500080Sorghum0.01[\*](#efs25534-note-1039){ref-type="fn"}0.05MRL was derived from residues trials in maize (NEU and SEU)[b](#efs25534-note-1041){ref-type="fn"} by extrapolation to sorghum No risk to consumers has been identified0500090Wheat0.1No changeResidues trials[b](#efs25534-note-1041){ref-type="fn"} supporting the NEU and SEU intended uses in wheat suggested an MRL of 0.04 mg/kg; therefore, it is deemed unnecessary to modify the existing MRL[^24][^25][^26][^27]

Appendix C -- Pesticide Residue Intake Model (PRIMo) {#efs25534-sec-1003}
====================================================

 {#efs25534-sec-0036}

Appendix D -- Input values for the exposure calculations {#efs25534-sec-1004}
========================================================

D.1.. Livestock dietary burden calculations {#efs25534-sec-0037}
-------------------------------------------

Feed commodityMedian dietary burdenMaximum dietary burdenInput value (mg/kg)CommentInput value (mg/kg)Comment**Risk assessment residue definition for plant commodities:** Sum aminopyralid and its conjugates expressed as aminopyralid (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"})Barley straw0.04STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.13HR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Corn, field forage/silage0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.09HR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Corn, field stover0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.12HR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Corn, pop stover0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.12HR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Grass forage (fresh)[a](#efs25534-note-1043){ref-type="fn"}1.19STMR‐p (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"})4.26STMR‐p (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"})Grass hay[a](#efs25534-note-1043){ref-type="fn"}3.03STMR‐p (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"})10.86STMR‐p (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"})Grass silage[a](#efs25534-note-1043){ref-type="fn"}1.90STMR‐p (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"})6.82STMR‐p (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"})Oat straw0.04STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.27HR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Rye straw0.04STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.27HR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Sorghum stover0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.12HR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Triticale straw0.04STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.27HR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Wheat straw0.04STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.27HR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Barley grain0.04STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.04STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Corn, field (Maize) grain0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Corn, pop grain0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Millet grain0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Oat grain0.04STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.04STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Rye grain0.04STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.04STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Sorghum grain0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Triticale grain0.04STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.04STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Wheat grain0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Brewer\'s grain0.13STMR‐p (PF 3.3)0.13STMR‐p (PF 3.3)Corn, field (milled by‐products)0.01STMR‐p (PF 1)0.01STMR‐p (PF 1)Corn, field (hominy meal)0.06STMR‐p (PF 6)0.06STMR‐p (PF 6)Corn, field (gluten feed)0.03STMR‐p (PF 2.5)0.03STMR‐p (PF 2.5)Corn, field (gluten meal)0.01STMR‐p (PF 1)0.01STMR‐p (PF 1)Distiller\'s grain0.03STMR‐p (PF 3.3)0.03STMR‐p (PF 3.3)Wheat gluten meal0.02STMR‐p (PF 1.8)0.02STMR‐p (PF 1.8)Wheat, milled by‐products0.02STMR‐p (PF 2.4)0.02STMR‐p (PF 2.4)[^28][^29]

D.2.. Consumer risk assessment {#efs25534-sec-0038}
------------------------------

CommodityChronic exposure assessmentAcute exposure assessmentInput (mg/kg)CommentInput (mg/kg)Comment**Risk assessment residue definition for plant commodities:** Sum aminopyralid and its conjugates expressed as aminopyralid (EFSA, [2013b](#efs25534-bib-0003){ref-type="ref"})Barley; Oat; Rye;0.04STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.04STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Wheat0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Maize; Millet; Sorghum0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})0.01STMR (Table [B.1.2.1](#efs25534-sec-0027){ref-type="sec"})Rape seeds0.01STMR (EFSA, [2012](#efs25534-bib-0001){ref-type="ref"})Acute risk assessment undertaken only for the commodities under assessment in the framework of the current MRL applicationOther plant and animal commoditiesMRLRegulation (EU) 2017/171[^30]

Appendix E -- Used compound codes {#efs25534-sec-1005}
=================================

 {#efs25534-sec-0039}

Code/trivial name[a](#efs25534-note-1046){ref-type="fn"}IUPAC name/SMILES notation/InChiKey[b](#efs25534-note-1047){ref-type="fn"}Structural formula[c](#efs25534-note-1048){ref-type="fn"}**Aminopyralid**4‐amino‐3,6‐dichloropyridine‐2‐carboxylic acid or 4‐amino‐3,6‐dichloropicolinic acid Clc1c(nc(Cl)cc1N)C(=O)O![](EFS2-17-e05534-g006.jpg "image")[^31][^32][^33][^34]

Council Directive 91/414/EEC of 15 July 1991 concerning the placing of plant protection products on the market. OJ L 230, 19.8.1991, p. 1--32.

Commission Implementing Regulation (EU) No 891/2014 of 14 August 2014 approving the active substance aminopyralid, in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the placing of plant protection products on the market, and amending the Annex to Commission Implementing Regulation (EU) No 540/2011. OJ L 243, 15.8.2014, p. 47--51.

Regulation (EC) No 396/2005 of the Parliament and of the Council of 23 February 2005 on maximum residue levels of pesticides in or on food and feed of plant and animal origin and amending Council Directive 91/414/EEC. OJ L 70, 16.3.2005, p. 1--16.

For an overview of all MRL Regulations on this active substance, please consult: <http://ec.europa.eu/food/plant/pesticides/eupesticides-database/public/?event=pesticide.residue.selection&language=EN>

Commission Regulation (EU) No 544/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards the data requirements for active substances. OJ L 155, 11.6.2011, p. 1--66.

Commission Regulation (EU) No 546/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards uniform principles for evaluation and authorisation of plant protection products. OJ L 155, 11.6.2011, p. 127--175.

Data sets for barley (NEU and SEU) and wheat (NEU and SEU) (both grain and straw) were found to be statistically significant different (Kruskal--Wallis H‐test (p \> 0.05) rejecting the possibility of merging the whole dataset of barley and wheat in order to derive a single MRL/risk assessment input values for both commodities.

See footnote 7.

Commission Regulation (EU) No 36/2014 of 16 January 2014 amending Annexes II and III to Regulation (EC) No 396/2005 of the European Parliament and of the Council as regards maximum residue levels for aminopyralid, chlorantraniliprole, cyflufenamid, mepiquat, metalaxyl‐M, propamocarb, pyriofenone and quinoxyfen in or on certain products, OJ L 17, 21.1.2014, p. 1--41

Risk managers agreed to take over Codex MRLs in the EU legislation although the residue definition derived at Codex level did not fully comply with the EU residue definition for enforcement; the Codex residue definition is set for aminopyralid and its conjugates that can be hydrolysed, expressed as aminopyralid.

Commission Regulation (EU) 2017/171 of 30 January 2017 amending Annexes II, III and IV to Regulation (EC) No 396/2005 of the European Parliament and of the Council as regards maximum residue levels for aminopyralid, azoxystrobin, cyantraniliprole, cyflufenamid, cyproconazole, diethofencarb, dithiocarbamates, fluazifop‐P, fluopyram, haloxyfop, isofetamid, metalaxyl, prohexadione, propaquizafop, pyrimethanil, Trichoderma atroviride strain SC1 and zoxamide in or on certain products (Text with EEA relevance.) OJ L 30, 3.2.2017, p. 45--111.

[^1]: MRL: maximum residue level; NEU: northern Europe; SEU: southern Europe.

[^2]: \* Indicates that the MRL is set at the limit of analytical quantification (LOQ).

[^3]: Commodity code number according to Annex I of Regulation (EC) No 396/2005.

[^4]: Residues determined only according to the residue definition for risk assessment as 'sum of aminopyralid and its conjugates expressed as aminopyralid'.

[^5]: NEU: northern European Union; SEU: southern European Union; MS: Member State; a.s.: active substance; SE: suspoemulsion.

[^6]: Outdoor or field use (F), greenhouse application (G) or indoor application (I).

[^7]: CropLife International Technical Monograph no 2, 6th Edition. Revised May 2008. Catalogue of pesticide formulation types and international coding system.

[^8]: Growth stage range from first to last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3‐8263‐3152‐4), including, where relevant, information on season at time of application.

[^9]: PHI: minimum preharvest interval.

[^10]: The GAP in maize has been previously assessed (EFSA, [2016](#efs25534-bib-0004){ref-type="ref"}). No change in the MRL for maize has been requested.

[^11]: MRL: maximum residue level; GAP: Good Agricultural Practice; BBCH: growth stages of mono‐ and dicotyledonous plants.

[^12]: NEU: Outdoor trials conducted in northern Europe, SEU: Outdoor trials conducted in southern Europe, Indoor: indoor EU trials or Country code: if non‐EU trials.

[^13]: Highest residue. The highest residue for risk assessment refers to the whole commodity and not to the edible portion.

[^14]: Supervised trials median residue. The median residue for risk assessment refers to the whole commodity and not to the edible portion.

[^15]: Conversion factor to recalculate residues according to the residue definition for monitoring to the residue definition for risk assessment.

[^16]: [Underlined values]{.ul}: where residue values after the PHI described in the GAP were higher than the values in the GAP for the intended use(s), these residues at higher PHI were used for deriving risk assessment values.

[^17]: Studies with residues in the RAC at or close to the LOQ were disregarded (unless concentration may occur).

[^18]: Conversion factor for risk assessment in the processed commodity; median of the individual conversion factors for each processing residues trial.

[^19]: For wheat bran, EFSA calculated the median PF of 2.4 considering the 3 available individual processing values.

[^20]: Tentative PF were derived based on a limited data set. Tentative processing factors are not recommended for inclusion in Annex VI of Regulation (EC) No 396/2005.

[^21]: bw: body weight; DM: dry matter.

[^22]: When one group of livestock includes several subgroups (e.g. poultry 'all' including broiler, layer and turkey), the result of the most critical subgroup is identified from the maximum dietary burdens expressed as 'mg/kg bw per day'.

[^23]: The most critical commodity is the major contributor identified from the maximum dietary burden expressed as 'mg/kg bw per day'.

[^24]: MRL: maximum residue level; NEU: northern Europe; SEU: southern Europe.

[^25]: \* Indicates that the MRL is set at the limit of analytical quantification (LOQ).

[^26]: Commodity code number according to Annex I of Regulation (EC) No 396/2005.

[^27]: Residues determined only according to the residue definition for risk assessment as "sum of aminopyralid and its conjugates expressed as aminopyralid".

[^28]: STMR: supervised trials median residue according to the risk assessment residue definition; HR: highest residue determined according to the risk assessment residue definition; PF: processing factor; in the absence of processing factors supported by data, default processing factors of were, respectively, included in the calculation to consider the potential concentration of residues in these commodities.

[^29]: Expected residues in grass silage and hay were calculated considering a dry matter content of 25% in grass, 40% in silage and 88% in hay as reported in the OECD feedstuff Table (OECD, [2009](#efs25534-bib-0501){ref-type="ref"}). Values retrieved from EFSA ([2013b](#efs25534-bib-0003){ref-type="ref"}).

[^30]: STMR: supervised trials median residue; MRL: maximum residue level.

[^31]: IUPAC: International Union of Pure and Applied Chemistry; SMILES: simplified molecular‐input line‐entry system; InChiKey: International Chemical Identifier Key.

[^32]: The metabolite name in bold is the name used in the conclusion.

[^33]: ACD/Name 2015 ACD/Labs 2015 Release (File version N20E41, Build 75170, 19 December 2014).

[^34]: ACD/ChemSketch 2015 ACD/Labs 2015 Release (File version C10H41, Build 75059, 17 December 2014).
